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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
8/18/2009 has been entered. As directed by the amendment submitted along with the 
request, claims 1, 2, 10, 35, and 38 have been amended and claims 3-5 and 11-30 
remain cancelled; thus, claims 1 , 2, 6-10, and 31-42 are presently pending in this 
application. 

Response to Arguments 

2. Applicant's arguments with respect to claims 1, 2, 6-10, and 31-42 have been 
considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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4. Claims 1,2, 6-10, and 31-42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Doyle (PG PUB 2003/0136932) in view of Patzer (US Pat 5,578,059). 

5. Re claim 1 , Doyle discloses a valved male luer medical connector 1 0 (Fig 1 ) 
comprising: a male luer portion 104 (Fig 22; equivalent to male luer portion 16 in Fig 1) 
in a distal side of the connector, the male luer portion comprising interior and exterior 
surfaces and a bore extending between the interior and exterior surfaces (as seen in Fig 
22), a female luer end portion (as seen in Fig 1 ) in a proximal side of the connector and 
a channel 124 (Fig 22) for the transfer of fluids between the male luer portion and the 
female luer end portion (Para 50), a valve member 154 (Fig 22) movable between a 
closed position (as seen in Fig 22) and an open position (as seen in Fig 23), the valve 
member comprising a proximal first portion (best seen in Fig A below) and a second 
portion (best seen in Fig A below) distal from the first portion, the first and second 
portions of the valve member being configured to move generally longitudinally between 
the closed and open positions such that a proximal end of the first portion is positioned 
closer to the female luer end portion in the open position than in the closed position (as 
seen in Fig 22,23; Para 50), the second portion being positioned at least partially within 
the male luer portion (as best seen in Fig A below) in the closed position, the valve 
member further comprising a plug portion 160 (Fig 22) distal from the second portion, 
the plug portion having a distal end (as seen in Fig 22), the plug portion being closed- 
ended on the distal end thereof in both the open and closed positions such that fluid is 
prevented from flowing through the distal end of the plug portion in both the open and 
closed positions (as seen in Fig 22,23; Para 50), and the plug portion being configured 
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to engage the interior surface of the male luer portion to form a seal such that the 
closed end of the plug portion is generally flush with a distal end of the exterior surface 
of the male luer portion in the closed position (as seen in Fig 22), a seal (portion of 160 
distal to flange 156; best seen in Fig 22 and A below) extending generally around a 
portion of the second portion of the valve member (as seen in Fig A below), a biasing 
member (portion of 160 proximal to flange 156; best seen in Fig 22 and A below) 
configured to bias the valve member toward the closed position (Para 50), at least a 
portion of the biasing member generally surrounding at least a portion of the first 
proximal portion of the valve member (as seen in Fig A below), and an actuating 
member 158 (Fig 22) extending distally into a region near the exterior surface of the 
male luer portion in the closed position (as seen in Fig 22), the actuating member being 
fixed to and unitary with the valve member (as seen in Fig 22), and the actuating 
member being configured to actuate the valve member from the closed to the open 
position when a female luer end portion of a medical accessory is advanced into the 
distal side of the connector such that fluid is permitted to flow around the closed distal 
end of the plug portion and through the bore extending between the interior and exterior 
surfaces of the male luer portion in the open position (Para 50), and wherein the 
actuating member, the first proximal portion of the valve member, and the second 
portion of the valve member are configured to be non-deformable upon contact with the 
female luer end portion of the medical accessory (Para 50; as seen in Fig 7). Within 
this embodiment, Doyle teaches that the valve member is discrete and non-unitary with 
the biasing member and the seal, but does not teach that the valve all three are discrete 
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non-unitary components. However, it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to form each of the valve member, 
seal, and biasing member as discrete non-unitary components, since it has been held 
that constructing a formerly integral structure in various elements involves only routine 
skill in the art. Nerwin v. Erlicnrnan, 168 USPQ 177,179. Furthermore, Doyle does not 
disclose that the second portion of the valve member encloses a first generally 
longitudinal fluid pathway and a second generally transverse fluid pathway that are in 
fluid communication with each other. Patzer, however, teaches a valve member 26 (Fig 
1 ,4) generally enclosing a first generally longitudinal fluid pathway 36 (Fig 1 ,4) and a 
second generally transverse fluid pathway (as seen in Fig 1 ,4) being in fluid 
communication with one another such that fluid is permitted to flow through the 
generally transverse fluid pathway (as seen in Fig 4) for the purpose of permitting fluid 
communication between two devices (Col 3, Lines 12-17). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify Doyle to include a longitudinal and transverse fluid pathway within the valve 
member, as taught by Patzer, for the purpose of permitting fluid communication 
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between two devices (Col 3, Lines 12-17). 
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6. Re claim 2, Doyle discloses that the distal side of the connector comprises an 
outer threaded sheath 32 (as seen in Fig 1), the actuating member including a portion 
positioned between the outer threaded sheath and the male luer portion (as seen in Fig 
22). 

7. Re claim 6, Doyle discloses that the valve member is integrally formed with the 
female luer end portion (via 104 as seen in Fig 14). 

8. Re claim 7, Doyle discloses a housing portion 102 (as seen in Fig 14), wherein 
the valve member includes an anchor flange (best seen in Fig A above) extending 
outwardly toward an inner surface of the housing portion (as seen in Fig 14). 

9. Re claim 8, Doyle discloses that the housing portion is coupled to the male luer 
portion for movement therewith relative to the valve member (as seen in Fig 14; Para 
45). 
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1 0. Re claim 9, Doyle discloses that the male luer portion engages the anchor flange 
when the valve member is in the closed position and the male luer portion is spaced 
from said anchor flange when the valve member is in the open position (as seen in Fig 
14, the male luer portion both engages the anchor flange and is spaced from said 
anchor flange in both positions). 

11. Re claim 10, Doyle discloses that the housing portion 102' (as seen in Fig 18) 
terminates at an end region adjacent the female luer end portion (as seen in Fig 18), 
and the biasing member includes a compression spring (Para 45,50) located within the 
housing portion between the end region and the outer anchor flange (as seen in Fig 14). 

12. Re claim 31 , Doyle discloses, in a separate embodiment, a radially extending 
member 60 (Fig 9) forming a transition between the first and second portions of the 
valve member. It would have been obvious to one of ordinary skill in the art at the time 
the invention was made to include a radially extending member for the purpose of aiding 
in movement of the valve (Para 40-43). 

13. Re claim 32, Doyle discloses that the biasing member is a compression spring 
(Para 45,50). 

14. Re claim 33, Doyle discloses, in a separate embodiment, that sleeve 60 (Fig 9) 
acts as an actuating member and that the biasing member 66 (Fig 9) does not contact 
the actuating member or the second portion of the valve member (as seen in Fig 9). It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to include a biasing member that does not contact the actuating member or the 
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second portion of the valve member for the purpose of aiding in movement of the valve 
(Para 40-43). 

15. Re claim 34, Doyle discloses that the biasing member is contained entirely within 
an interior region of the connector (as seen in Fig 22). 

16. Re claim 35, Doyle does not explicitly disclose that the distal end of the plug 
portion is narrower than any portion of the second portion of the valve member. 
However, it would have been an obvious matter of design choice to modify Doyle to 
include a distal end of the plug portion that is narrower than any portion of the second 
portion of the valve member since applicant has not disclosed that having a narrower 
distal end of the plug portion solves any stated problem or is for any particular purpose 
and it appears that the device would perform equally well with either designs. 
Furthermore, absent a teaching as to the criticality that the distal end of the plug portion 
be narrower than any portion of the second portion of the valve member, this particular 
arrangement is deemed to have been known by those skilled in the art since the instant 
specification and evidence of record fail to attribute any significance (novel or 
unexpected results) to a particular arrangement. In re Kuhle, 526 F.2d 553,555,188 
USPQ 7, 9 (CCPA 1975). Furthermore, it would have been an obvious matter of design 
choice to form the distal end of the plug portion narrower than any portion of the second 
portion of the valve member since such a modification would have involved a mere 
change in the form or shape of a component. A change in form or shape is generally 
recognized as being within the level of ordinary skill in the art. In re Dailey, 149 USPQ 
47 (CCPA 1976). 
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1 7. Re claim 36, Doyle does not explicitly disclose that the distal end of the plug 
portion is narrower than any portion other portion of the valve member. However, it 
would have been an obvious matter of design choice to modify Doyle to include a distal 
end of the plug portion that is narrower than any other portion of the valve member 
since applicant has not disclosed that having a narrower distal end of the plug portion 
solves any stated problem or is for any particular purpose and it appears that the device 
would perform equally well with either designs. Furthermore, absent a teaching as to 
the criticality that the distal end of the plug portion be narrower than any other portion of 
the valve member, this particular arrangement is deemed to have been known by those 
skilled in the art since the instant specification and evidence of record fail to attribute 
any significance (novel or unexpected results) to a particular arrangement. In re Kuhle, 
526 F.2d 553,555,188 USPQ 7, 9 (CCPA 1975). Furthermore, it would have been an 
obvious matter of design choice to form the distal end of the plug portion narrower than 
any other portion of the valve member since such a modification would have involved a 
mere change in the form or shape of a component. A change in form or shape is 
generally recognized as being within the level of ordinary skill in the art. In re Dailey, 
149 USPQ 47 (CCPA 1976). 

18. Re claim 37, Doyle discloses that the seal is stationary when the valve member 
moves (as seen in Fig 22,23). 

1 9. Re claim 38, Doyle discloses that the plug is non-deformable (Para 50). 

20. Re claim 39, Doyle discloses all the claimed features except that the second 
generally transverse fluid channel consists of side openings on opposing sides of the 
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valve member. Patzer, however, teaches a generally transverse fluid channel that 
consists of side openings on opposing sides of the valve member (as seen in Fig 1 ,4) 
for the purpose of permitting fluid communication between two devices (Col 3, Lines 12- 
17). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify Doyle to include side openings on opposing sides of 
the valve member, as taught by Patzer, for the purpose of permitting fluid 
communication between two devices (Col 3, Lines 12-17). 

21 . Re claim 40, Doyle discloses an outer housing 1 02', 1 02 (Fig 1 8) made of two 
discrete parts coupled together (as seen in Fig 18). 

22. Re claim 41 , Doyle discloses a second seal positioned near the first proximal 
portion of the valve member (as seen in Fig A above). 

23. Re claim 42, Doyle discloses all the claimed features except that the first 
proximal portion generally encloses a fluid channel positioned inside the first proximal 
portion. Patzer, however, teaches a fluid channel 36 (Fig 1 ,4) that runs throughout the 
entirety of the valve member (as seen in Fig 1 ,4) for the purpose of permitting fluid 
communication between two devices (Col 3, Lines 12-17). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify Doyle to include a fluid channel inside the first proximal portion, as taught by 
Patzer, for the purpose of permitting fluid communication between two devices (Col 3, 
Lines 12-17). 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KAMI A. BOSWORTH whose telephone number is 
(571)270-5414. The examiner can normally be reached on Monday - Thursday, 7:00 
am to 4:00 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IK. A. B./ 

Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



